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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )S Responsive to communication(s) filed on 14 June 2007 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-33 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-29 and 33 is/are rejected. 
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8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
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Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 

Paper No(s)/Mail Date . 



4) CD Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20070822 



Application/Control Number: 10/806,260 



Art Unit: 1621 



Page 2 



DETAILED ACTION 
Claim Rejections - 35 USC §112 

Claim 33 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The preamble of claim 33 stated that claimed is a process for 
preparing gabapentin tannate, however step (ii) requires directly incorporating 
gabapentin tannate into a suitable pharmaceutical suspension dosage. Step (ii) 
suggests that the applicant is preparing a pharmaceutical composition of gabapentin 
tannate, not gabapentin tannate itself. 

Rejection from the office action dated 8/25/06 is repeated below. New claim 33 
is included in the rejection is discussed in further detail following the repeated text. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-29 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Chen et al (US 6,383,471) in view of Gordziel (US 6,287,597). 
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Scope of prior art 

Chen et al. discloses the general teaching of converting an active pharmaceutical 
ingredient such as gabapentin (column 6, line 33) into its tannate salt complex (column 
1 1 line 50) by protonating the basic groups of gabapentin. Furthermore, the ionizing 
agent is present in an amount of at least 0.1 mole equivalent per mole of ionizable 
functional groups (column 1 1 , lines 56-59) 

Ascertaining the difference between the prior art and the claims at issue 

Chen et al. teach converting gabapentin into gabapentin tannate. The instant 
invention differs from the prior art reference in that the reference fails to disclose 
addition of dispersing agent, excipients, pH ranges and addition of sweeteners. 

Secondary reference 

Gordiziel teaches a pharmaceutical composition that comprises: Pyrilamine 
Tannate, Pectin, Sucrose, Saccharin Sodium, Magnesium Aluminum Silicate, Water, 
Glycerin and Methylparaben (column 3, Example 2). Gordiziel also teaches 
suspensions of the compositions and solid forms of the compositions (column 2, lines 
15-22) 

Obviousness 

Chen et al. teach a method of producing gabapentin tannate. In order to 
administer the active ingredient it is common in the art to add physiologically inactive 
ingredients such as sweetening agents, preservatives, thickening agents, suspending 
agents, flavoring agents. Gordziel provides an example of a tannate salt being used in 
a composition that comprises all of the excipients claimed by the applicant. One of 
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ordinary skill in the art would have been motivated to combine the method of producing 
gabapentin tannate as described by Chen et al with the excipients utilized by Gordzil, in 
order to prepare a pharmaceutical composition. 

As to the pH range of 2-1 1 as claimed by the applicant in claim 18. A person of 
ordinary skill in the art would appreciate the a combination of any of the above • 
excipients with tannic acid or gabapentin or gabapentin tannate would have a pH in the 
range of 2-11. 

Claim 33 

Claim 3 is included in the above rejection for the following reasons: 

1) The process steps of claim 3 comprise steps (i) and (ii), which means other steps 
such as purification steps can be included in the claimed process. With respect to this, 
Chen in view of Gordziel render instant claim 33 obvious because preparation and 
incorporation of an active ingredient into a pharmaceutical formulation is suggested or 
disclosed. 

2) Applicants' have provided no showing of unexpected results arising from not purifying 
the gabapentin tannate prior to incorporating it into a formulation. 

Double Patenting 

Statutory 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
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discovers any new and useful process ... may obtain a patent therefor." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 61 9 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Claims 1-4, 6, 8, 10-14, 19-25, 27 and 28 are provisionally rejected under 35 
U.S.C. 101 as claiming the same invention as that of claims 1-16 of copending 
Application No. 10/805,806. This is a provisional double patenting rejection since the 
conflicting claims have not in fact been patented. The claims correspond as follows: 
(instant claim/copending application claim) 1/1; 2/1,2; 3/3; 4/1; 6/9; 8/10; 10/8; 11/8; 
12/7; 13/9; 14/9; 19/9; 20/11; 21/12; 22/13; 23/14; 24/13; 25/15; 27/16; 28/11. 

Conclusion 

Claims 1-33 are pending. 
Claims 1-29 and 33 are rejected. 
Claims 30-32 are withdrawn. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yevgeny Valenrod whose telephone number is 571-272- 
9049. The examiner can normally be reached on 8:30am-5:00pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler can be reached on 571-272-0871 . The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Yevgeny Valenrod 
Patent Examiner 
Technology Center 1600 



Yvonne Eyler 

Supervisory Patent Examiner 
Technology Center 1600 



